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I - Conditions for submission of Educational Materials

All educational materials for medicinal products for human use intended for implementation in Portugal must be previously agreed with INFARMED, I.P.

Note: in cases where the educational materials concerns medicinal products from several marketing authorisation holders (MAHs), it is strongly encouraged that a single consistent message is sent to healthcare professionals. All concerned MAHs are strongly encouraged to collaborate so that joint educational materials are prepared and circulated in Portugal, covering all active substance-containing products authorised. In this case, all concerned MAHs should confirm the delegation of the responsibility in the MAH who represents them as a principal contact point of the consortium, by sending an e-mail to info.seguranca@infarmed.pt (following the initial submission of the educational material`s joint proposal).
The MAH should submit to Infarmed its first proposal of educational material(s) for assessment previously to the beginning of the marketing of the medicinal product, or every time that there is the possibility of its use by a special authorisation or by a private hospital, even if marketing is not yet foreseen.
The MAH should also submit to Infarmed an updated version of the educational material(s) for assessment every time that:

- important changes to the risk and/or risk minimisation measures are identified;
- changes in the key elements and/or in the content of the educational material(s) are agreed at EU level and/or by national competent authorities;

- changes in relevant contacts information, including for reporting of adverse reactions.
The proposal should only be submitted after the conclusion of the procedure where these minimisation measures are agreed, i.e., the publication of the EC Decision or the notification of approval of a variation to the MA (e.g. CHMP positive opinion) or of the Risk Management Plan (RMP) or within the scope of a referral, since the request will only be validated afterward.

II – Application instructions 
The request shall be addressed to the Directorate of Risk Management for Medicines (Direção de Gestão do Risco de Medicamentos – DGRM), through the electronic address info.seguranca@infarmed.pt according to the following instructions: 

II.a) Information to be provided in the email 
· information on the applicant and/or MAH or the principal contact point and other MAHs of the consortium, including contact point’s name and e-mail;

· origin of the request (e.g.: European Commission Decision, approved RMP, assessment report identifying the need for these measures);

· detailed description of the implementation plan for the educational materials in Portugal, including:

- target population(s) (in case of medical doctors, the medical specialties should be stated);

- dissemination method (e.g. paper, e-mail, meeting/training, during a medical appointment or when dispensing the medicinal product in the pharmacy, etc.);

- date when dissemination is anticipated to start and frequency of further disseminations;

· in case of a new marketing authorisation
- estimated date of launch of the medicinal product 
- if applicable, the commitment of the MAH to disseminate the educational materials agreed with Infarmed whenever the medicinal product is dispensed before the marketing (e.g. requests for a special authorisation at public hospitals or requests from private hospitals).

II.b) Annexes to be provided in the email 
· Copy of the approved RMP, Annex IID of the EC Decision, SmpC and/or any other document that supports the implementation of the proposed educational materials. In case of a review of existing educational materials or in cases of introduction of a new educational material due to an updated RMP, the respective supporting documents should have the changes highlighted.
· Working documents (Word version) with the proposed texts, in Portuguese. In case of an update of the educational materials, the working documents should have the changes highlighted.

· Final graphic versions (PDF, PowerPoint, video, website layout, etc.) mirroring the final intended layout, which will be properly adapted once agreed with Infarmed. These versions may not be available in Portuguese, as their purpose is to assess the presentation and the possible existence of promotional content.

· Power of attorney whenever the applicant is different from the MAH.
Notes: 

- The documents must not exceed 600 MB

- The formats allowed are:

- Office documents (Excel, Word, PowerPoint);

- Adobe Acrobat documents (PDF);

- Images (JPEG, PNG, GIF);

- Videos (MKV, FLV, AVI, MOV, QT, WMV, MP4, MPG, MPPEG, M2V, M4V e OGG)

- If the size of the files exceeds the allowed size for the e‑mail, the proposal may be submitted by Eudralink or through another secure online platform. Alternatively, the proposal may also be submitted by post or personally at Infarmed. In this case, the electronic versions should be enclosed in a data storage device e.g. a USB flash drive. 
III – Assessment criteria related with format and content of Educational Materials 
The educational material(s) should have an appropriate format and layout.
1) As to the format:

1st page:

· Invented name of the medicinal product followed by the active substance and/or the therapeutic class between parentheses. 

· If the educational material is applicable to several medicinal products of different MAHs, it should mention only the active substance and the invented names’ list existent in Portugal may be included as an annex;
· If the medicinal product is under additional monitoring, the black symbol (inverted triangle) must be included next to the invented name or active substance along with the explanatory sentence (which may be abbreviated to “This medicinal product is subject to additional monitoring.” - please see GVP Module X).

· If the educational material(s) is(are) not applicable to all presentations of the medicinal product, it must be included information regarding the pharmaceutical form, strength, route of administration or other differentiating element.

· Document’s title should be concise, identifying its purpose (e.g., administration guide, checklist prescription, important information on the treatment with <X>, alert card, guide for the patient, educational material for prescribers, etc.).

· Mention the risks associated with the use of the product to enhance the purpose of the educational material which is minimising the risks.

· Bullet points should be used wherever appropriate to present the information clearly.

· Recipients of documents (e.g. ophthalmologists, healthcare professionals, pharmacists, patients, etc.).

· Number of the version agreed with Infarmed and the date (month_year), at the bottom of each sheet of the educational material, unless the type of educational material requires an appropriate exception (e.g. a video should have this information appearing at its beginning and/or ending).

· The medicinal product’s and marketing authorisation holder’s logo can’t have advertising/promotional content and should appear only once in each proposed document (on the first or on the last page). Note that if it appears on the first page, the logo should not be larger than the document’s title. In this case, if the logo of the medicinal product already includes the name of the medicinal product and the name of the active substance in Portuguese language, there is no need to duplicate the reference to them in the first page.
· Images and graphic presentations of the information should only be used when text alone is insufficient to adequately convey the key element(s) (e.g. to illustrate the proper use of the medicinal product through a specific device) 
· Advertising/promotional images or mentions are not allowed.

2) As to the content
· The main reference documents to be used in the preparation of educational materials are RMP, more specifically the Part V and Annex 6 (version 2 of the GVP V), the SmPC/PL, Annex IID for centrally authorised products or Annex IV for nationally authorised products included in a referral or single PSUR assessment procedure.

· Educational materials should be kept as brief as possible, however, if the educational material is long, an introductory text summarising the key messages should be added and an index may be included.

· Avoid including just a transcript of the text of the SmPC/PL; if necessary, rephrase the message to make it more easily understandable and/or complement it with important data for the effectiveness of this measure of risk minimization (e.g. charts, diagrams, information by bullets, etc.).

· Include the approved indication with the exact wording of the section 4.1 of the SmPC, or of the section 1 of the PL in case of an educational material for the patient.
· The language should be distinct from that one used in the promotional scope (avoid phrases like "we are pleased to submit" or "you will find an innovative form of treatment", etc.). 

· The scope of the information in the educational material should be limited to the agreed key elements. Additional information such as efficacy data, comparisons of safety with other medicinal products or statements which imply that the medicine is well tolerated or that adverse reactions occur with a low frequency should not be included. However, in certain circumstances, the inclusion of efficacy data may be considered by Infarmed if adequately justified by the MAH.
· The educational material must not contain more information than deemed necessary, in accordance with the risk minimization measures set out in the RMP for each risk. However, it can refer to information on other aspects that are mentioned in the SmPC or PL, indicating the corresponding section.

· A statement encouraging the reporting of any suspected adverse reaction and the contacts for reporting in Portugal (NCA and the MAH) should be also included. The MAH should provide a Portuguese phone number. 
· References, hyperlinks or Quick Response (QR) codes to websites are not allowed, except if it is a reference to the website of Infarmed/the website of the European Medicines Agency where SmPC and/or PL of the medicinal product involved are made publicly available, to a website already approved at European level by the EMA’s Working Group on Quality Review of Documents (QRD) or to a specifically designed for educational material(s) dissemination with the agreement of Infarmed (please see also the requirements on IV – Utilization of Websites). 

· The product should be identified by the invented name and not by the active substance or therapeutic class, except in the situation mentioned above when the educational material is applicable to several products from different MAHs. However, the number of references to the invented name should be limited to the strictly necessary.

· Referring to other products outside the scope of educational material is not allowed.

· Bibliographic references are only allowed when referring to important information, in the scope of the minimization of the risks, which is not available in the SmPC or PL and are properly justified.

3) As for attachments 
- We will not accept "essential information compatible with the SmPC ". Educational material(s) may contain reference to the possibility of consulting the SmPC/PL at Infarmed website (Infomed - https://extranet.infarmed.pt/INFOMED-fo/).
IV – Utilisation of Websites 
The MAH may publish the educational material on a specifically dedicated website, provided that the MAH respects the following:
· The website address should be given to Infarmed. Even if the website is still not finished, a draft of mockup with all its content should be provided for assessment (working document and intended layout).
· The way in which the dissemination occurs via the website (main or additional way of dissemination) should be agreed with Infarmed.

· A statement should be submitted to Infarmed confirming that the information of the website is consistent with the agreed material, and ensuring that, after the Infarmed’s agreement with the site, the site remains available as long as the educational material is required.
· The specific website should only include the educational materials agreed with Infarmed, without any reference to other documents or websites/pages or weblinks, except relevant documents such as the SmPC, the PL and the summary of the RMP of the product involved. Links to legal documents, such as privacy policy, terms and conditions of use, etc., must link to the site itself and the content of these legal documents should be submitted to Infarmed and be limited to the minimum information required, taking into account the purpose of the site.
· All elements and information on the specific website should be written in Portuguese or, in exceptional cases with the agreement of Infarmed, in English.
· The specific website should not contain references to or information about medicinal products not marketed in Portugal.
Note: If there is a website for mobile technology already approved at European level, by CHMP or CMDh, the MAH may propose to Infarmed the inclusion of the respective QR code in the educational materials.

V – Agreement and Dissemination of Educational Materials 
The MAH/applicant or the principal contact point of the consortium must wait for the Infarmed’s agreement with the educational materials, which will follow by electronic address info.seguranca@infarmed.pt. 

During the assessment procedure Infarmed can ask for additional information or amendments to the proposed versions. 

At European level it should be considered an average timeframe of 60 days for the assessment of educational materials. This period may vary, depending on e.g. the kind of requested educational materials, or the quality of the submitted drafts.
After reception of the email informing about the agreement with the educational material(s), the final versions, with their identification of the version number and the date (month_yyyy), must be sent by the MAH/applicant or the principal contact point of the consortium to the electronic address info.seguranca@infarmed.pt.

Educational materials will be available on Infarmed’s website (at Infomed) on the date scheduled for their dissemination, except if the applicant/MAH or the principal contact point and/or other MAHs of the consortium inform us about their disagreement until that date to the electronic email address info.seguranca@infarmed.pt.

Additionally, Infarmed will provide safety alerts related to the educational materials, through the integration of the health technology alert service (SATS) with the Health Technology Information Transfer system (CITS), to entities with a protocol for the transfer of information with Infarmed so that safety alerts can be integrated into the various electronic prescribing and dispensing systems for medicinal products, Infomed and NHS applications, as applicable.[image: image1.png]
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